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Claim Rejections - 35 USC § 112

1. The following is a quotation of the second paragraph of 35 U.S.C. 1 12:

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the

subject matter which the applicant regards as his invention.

2. Claim 9 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing

to particularly point out and distinctly claim the subject matter which applicant regards as the

invention.

In line 1, "said irradiating step" lacks positive antecedent basis as claim 3 fails to

recite an "irradiating step".

Claim Rejections - 35 USC §103

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all

obviousness rejections set forth in this Office action:

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in

section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are

such that the subject matter as a whole would have been obvious at the time the invention was made to a person

having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the

manner in which the invention was made.

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459

(1966), that are applied for establishing a background for determining obviousness under 35

U.S.C. 103(a) are summarized as follows:

1 . Determining the scope and contents of the prior art.

2. Ascertaining the differences between the prior art and the claims at issue.

3. - Resolving the level of ordinary skill in the pertinent art.

4. Considering objective evidence present in the application indicating obviousness

or nonobviousness.

5. Claims 1 and 2 are rejected under 35 U.S.C. 103(a) as being unpatentable over Clean

Page 2

Rooms Magazine (Reader Service No. 498) in view of Perlman (U.S. Patent No. 5,060,823).



Application/Control Number: 09/994,671 Page 3

Art Unit: 1744

The excerpt from Clean Rooms Magazine teaches that it was known in the art at the time

the invention was made to package an alcohol solution in an aerosol container (which by

definition is pressurized), double bag the container in a sterile pack (e.g. hermetically sealed),

and terminally sterilize the resulting pack. Since the double bag forms a "sterile pack," it is

necessarily hermetically sealed. The excerpt from Clean Rooms Magazine does not teach that an

inert gas is used to pressurize the aerosol container or to using radiation for the terminal

sterilization.

Perlman discloses a method whereby a solution is packaged within an aerosol container

with a nitrogen gas propellant, sealed, and irradiated with gamma radiation to sterilize the entire

assembly. See Example 1 . It would have been obvious to one of ordinary skill in the art to

package the alcohol solution of Clean Rooms Magazine with nitrogen gas as Perlman teaches

that nitrogen reduces the rate of oxidation or chemical decomposition of the solution. Moreover,

it acts as a propellant of the aerosol solution. See col.2, lines 62-65. Furthermore, one would

have found it obvious to use gamma radiation as the means by which to terminally sterilize the

product of Clean Rooms Magazine, since Perlman evidences that gamma radiation is effective in

terminal sterilization of aerosol solutions.

The disclosure of Clean Rooms Magazine does not indicate the type of material from

which the aerosol container is made. Perlman teaches that aerosol containers are commonly

made from rigid materials such as metal, glass, or plastic. See col.2, lines 29-30. Given this

evidence, it would have been obvious to one of ordinary skill in the art to choose a suitable

material for the container.
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6. Claims 3, 4, 8, and 19- 22 are rejected under 35 U.S.C. 103(a) as being unpatentable over

Falciani et al (U.S. Patent No. 4,700,838) in view ofAnthony et al (U.S. Patent No. 4,714,595).

With respect to claims 3,19, and 22, Falciani et al teaches storing a chemical

composition within a sealed container 1. This sealed container is hermetically sealed within first

2 and second 3 hermetically sealed containers, and a shipping enclosure (corrugated cardboard

box). Falciani et al teaches that the container 1 can be removed from the outer containers

without compromising the sterility of the chemical composition. Although Falciani et al does

not specify heat sealing the bags, one of ordinary skill in the art would have been aware of

appropriate means by which to seal plastic bags.

Similarly, Anthony et al discloses sealing layers for storage wherein the interior container

can be maintained in a sterile state even in a non-sterile environment. Thereafter, a first sealed

container is removed from a second sealed container in the non-sterile environment and

transferred to the sterile environment. See col.4, lines 1-14. In addition, Anthony discloses the

terminal gamma sterilization of a multilayered package assembly. As such assures the sterility

of all layers of packaging, it would have been obvious to apply to the method ofFalciani et al.

Moreover, in using the system of Falciani et al it would have been obvious that some time in

transport the containers would be removed from the shipping enclosure and stored for a period of

time, even if only for a period of minutes. From the point, each successive enclosure would be

removed, leaving the resulting container in a storage ^pefor a period of time.

As to claim 4, it would have been obvious to apply the method of Falciani et al to a sterile

environment, as the pharmaceutical products packaged and sterilized by Falciani et al are often

tested and evaluated in sterile environments.
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With respect to claim 8, Falciani et al teaches that the first sealing enclosure is formed of

polyethylene and the second sealing enclosure is a laminate of polyethylene, aluminum foil, and

polyester resin. However, it is not considered inventive to use the same material for both layers

as such would have increased the economy of production.

7. Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Falciani et al and

Anthony et al as applied to claim 3 above, and further in view of Clean Rooms Magazine

(Reader Service No, 498) and Anderson (U.S. Patent No. 4,896,768).

Falciani et al does not specify that isopropyl alcohol is the chemical or pharmaceutical

that is packaged and sterilized within the container system. The excerpt from Clean Rooms

Magazine teaches that it was known in the art at the time the invention was made to package an

alcohol solution in an aerosol container (which by definition is pressurized), double bag the

container in a sterile pack (e.g. hermetically sealed), and terminally sterilize the resulting pack.

Thus, it would have been obvious to use the method of Falciani et al to package and sterilize

isopropyl alcohol. Note that Falciani et al specifically teaches that the container system can be

used for sterile liquids (col.2, line 3 1). Although Falciani et al teaches sterilizing with gamma

rays (col.2, lines 43), a dose is not disclosed. Anderson discloses terminally sterilizing liquid

chemicals with a dose of 0.05-2.0 Mrad (5-200 kGy). See col.4, lines 1-9. As sterilization dose

is a result effective variable, it would have been obvious to one of ordinary skill in the art to

optimize the dose of radiation applied according to the particular chemical composition and the

contamination present.
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8. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Falciani et al and

Anthony et al as applied to claim 3 above, and further in view of Perlman.

Falciani et al does not disclose that the sealed container 1 has a cap closure. However,

Perlman teaches terminally sterilizing a chemical composition contained with a pressurized

container 12 with a cap 22. It is deemed obvious to substitute the container ofPerlman for that

of Falciani et al, as the container ofPerlman is well-known in the art for holding liquids.

9. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Falciani et al and

Anthony et al as applied to claim 3 above, and further in view of Clean Rooms Magazine

(Reader Service No. 498).

Falciani et al does not specify that isopropyl alcohol is the chemical or pharmaceutical

that is packaged and sterilized within the container system. The excerpt from Clean Rooms

Magazine teaches that it was known in the art at the time the invention was made to package an

alcohol solution in an aerosol container (which by definition is pressurized), double bag the

container in a sterile pack (e.g. hermetically sealed), and terminally sterilize the resulting pack.

Thus, it would have been obvious to use the method of Falciani et al to package and sterilize

isopropyl alcohol. Note that Falciani et al specifically teaches that the container system can be

used for sterile liquids (col.2, line 31).

10. Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Falciani et al and

Anthony et al as applied to claim 3 above, and further in view of Anderson.

Although Falciani et al teaches sterilizing with gamma rays (col.2, lines 43), a dose is not

disclosed. Anderson discloses terminally sterilizing liquid chemicals with a dose of 0.05-2.0

Mrad (5-200 kGy). See col. 4, lines 1-9. As sterilization dose is a result effective variable, it
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would have been obvious to one of ordinary skill in the art to optimize the dose of radiation

applied according to the particular chemical composition and the contamination present.

1 1 . Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Falciani et al and

Anthony et al as applied to claim 3 above, and further in view of Clean Rooms Magazine

(Reader Service No. 498) and Perlman.

Falciani et al teaches that a liquid may be within the container 1, but does not disclose an

aerosol container pressurized with an inert gas. The excerpt from Clean Rooms Magazine

teaches that it was known in the art at the time the invention was made to package an liquid

solution in an aerosol container (which by definition is pressurized), double bag the container in

a sterile pack (e.g. hermetically sealed), and terminally sterilize the resulting pack. Therefore, it

would have been obvious to use the method of Falciani et al to package and sterilize an aerosol

container since aerosol containers are known to contain liquids and are capable of being

packaged and terminally sterilized. Moreover, it would have been obvious to one of ordinary

skill in the art to package the solution with nitrogen gas as Perlman teaches that nitrogen reduces

the rate of oxidation or chemical decomposition of the solution. Moreover, it acts as a propellant

of the aerosol solution. See col.2, lines 62-65.

12. Claims 11-14, 17, 18, and 23-26 are rejected under 35 U.S.C. 103(a) as being

unpatentable over Clean Rooms Magazine in view of Perlman, Falciani et al, and Anthony.

The excerpt from Clean Rooms Magazine teaches that it was known in the art at the time

the invention was made to package an alcohol solution in an aerosol container (which by

definition is pressurized), double bag the container in a sterile pack (e.g. hermetically sealed),

and terminally sterilize the resulting pack. Since the double bag forms a "sterile pack," it is
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necessarily hermetically sealed. The excerpt from Clean Rooms Magazine does not teach that an

inert gas is used to pressurize the aerosol container, enclosing the double bagged container

within a shipping container, or using radiation for the terminal sterilization of the entire

assembly.

Perlman discloses a method whereby a solution is packaged within an aerosol container

with a nitrogen gas propellant, sealed, and irradiated with gamma radiation to sterilize the entire

assembly. See Example 1 . It would have been obvious to one of ordinary skill in the art to

package the alcohol solution of Clean Rooms Magazine with nitrogen gas as Perlman teaches

that nitrogen reduces the rate of oxidation or chemical decomposition of the solution. Moreover,

it acts as a propellant of the aerosol solution. See col.2, lines 62-65.

Falciani et al teaches storing a chemical composition within a sealed container 1. This

sealed container is hermetically sealed within first 2 and second 3 hermetically sealed containers,

and a shipping enclosure (corrugated cardboard box). As a shipping container would have been

necessary for the transportation of the "sterile pack" of Clean Rooms Magazine, it would have

been obviously used therein.

Anthony discloses the terminal gamma sterilization of a multilayered polyethylene

package assembly. As such assures the sterility of all layers of packaging, it would have been

obvious to apply to the combination of Clean Rooms Magazine with Perlman and Falciani et al.

In addition, it would have been obvious to fabricate the double bags of Clean Rooms

Magazine from a suitable material, such as the polyethylene of Anthony et al.
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13. Claims 15 and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable over Clean

Rooms Magazine in view of Perlman, Falciani et al, and Anthony as applied to claims 1 1 and 23

above, and further in view of Anderson.

The combination supra teaches the use ofgamma radiation for terminally sterilizing

packages but a dose is not disclosed. Anderson discloses terminally sterilizing liquid chemicals

with a dose of 0.05-2.0 Mrad (5-200 kGy). See col.4, lines 1-9. As sterilization dose is a result

effective variable, it would have been obvious to one of ordinary skill in the art to optimize the

dose of radiation applied according to the particular chemical composition and the contamination

present.

14. Claims 16 and 28 are rejected under 35 U.S.C. 103(a) as being unpatentable over Clean

Rooms Magazine in view of Perlman, Falciani et al, Anthony, and Anderson as applied to claims

15 and 27 above, and further in view ofPomerantz et al (U.S. Patent No. 2,904,392).

Although the above combination teaches the application ofgamma radiation to a package

for terminal sterilization, it is not disclosed to apply the gamma radiation in a plurality of

directions. Pomerantz et al teaches that containers are sterilized by exposing "each side" of the

article to irradiation. See col.4, line 7. One would have found it obvious to irradiate all sides if

the container being sterilized in order to assure complete sterilization.

Conclusion

15. Any inquiry concerning this communication or earlier communications from the

examiner should be directed to Leigh McKane whose telephone number is 703-305-3387. The

examiner can normally be reached on Monday-Wednesday (7:15 am-4:45 pm).
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's

supervisor, Robert J. Warden can be reached on 703-308-2920. The fax phone numbers for the

organization where this application or proceeding is assigned are 703-872-93 10 for regular

communications and 703-872-931 1 for After Final communications.

Any inquiry of a general nature or relating to the status of this application or proceeding

should be directed to the receptionist whose telephone number is 703-308-0661.

Leigty McKane
Primary Examiner
Art Unit 1744

elm

September 9, 2002


